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PROPOSED  RULES 


Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
SUBCHAPTER  B — FOOD  AND  FOOD  PRODUCTS 

PART  11— STANDARDS  OF  QUALITY  FOR 
FOODS  WHICH  THERE  ARE  NO  STAND¬ 
ARDS  OF  IDENTITY 

Quality  Standards  for  Bottled  Water 

In  the  matter  of  establishing  quality 
standards  for  bottled  water  <21  CFR 
Part  11) : 

A  notice  of  proposed  rulemaking  was 
published  in  the  Federal  Register  of 
January  8,  1973  (38  FR  1019),  to  amend 
21  CFR  Part  11  by  adding  to  Subpart  B 
a  new  $  11.7  on  bottled  water.  A  correc¬ 
tion  of  §  11.7(b)  (1)  (ii)  of  the  proposal 
was  published  in  the  Federal  Register 
of  January  23,  1973  (38  FR  2219) .  Inter¬ 
ested  persons  were  invited  to  submit 
comments  on  the  proposal  within  60 
days  and  the  time  for  filing  comments 
was  extended  an  additional  30  days  by 
notice  published  in  the  Federal  Regis¬ 
ter  on  March  30,  1973  (38  FR  8273  > . 

Thirty-three  comments  were  received 
from  consumers,  a  Federal  agency,  State 
and  local  health  agencies,  industry, 
trade  associations,  testing  and  consult¬ 
ing  services,  and  educational  organiza¬ 
tions. 

1.  Comments  from  several  State  health 
agencies  stated  that  promulgation  of  the 
proposed  standard  would  result  in  con¬ 
flicts  between  State  and  Federal  require¬ 
ments  for  bottled  water. 

The  Commissioner  of  Food  and  Drugs 
recognizes  that  State  and  local  govern¬ 
ments  have  traditionally  exercised 
regulatory  control  of  drinking  water 
supplies,  including  bottled  water,  and 
that  some  States  have  laws  and  regula¬ 
tions  establishing  microbiological  and 
chemical  limits  for  bottled  water.  In 
some  instances,  the  limits  in  State  laws 
or  regulations  are  more  restrictive  than 
those  of  the  proposed  Federal  standard. 
The  Federal  standard  represents  the 
lowest  acceptable  quality  for  bottled 
water  that  does  not  require  a  label 
statement  of  substandard  quality.  Bot¬ 
tled  water  meeting  the  Federal  stand¬ 
ard  may  be  lawfully  marketed  in  inter¬ 
state  commerce.  It  is  anticipated  that 
this  standard  may  serve  as  the  basis 
for  uniformity  among  State  regulations 
for  bottled  water.  Federal  and  State 
regulations  may  co-exist  if  compliance 
with  the  State  regulation  does  not  pre¬ 
vent  compliance  with  the  Federal  regu¬ 
lation. 

2.  Several  State  health  agencies  con¬ 
sidered  the  proposal  inadequate  to  es¬ 
tablish  a  standard  of  quality  for  bottled 
water  and  recommended  that  it  not  be 
promulgated.  They  suggested  that  it 
might  be  possible  to  establish  a  compre¬ 
hensive  regulatory  program  based  on 
the  Environmental  Protection  Agency’s 
(EPA)  revision  of  the  drinking  wrater 
standard.  If  the  use  of  the  revised  EPA 
standard  is  not  possible,  it  was  suggested 
that  a  whole  new  system  of  microbio¬ 
logical  and  chemical  monitoring  of  bot¬ 
tled  water  be  developed  which  would  in¬ 
clude  frequent  inspection  and  sampling 


of  bottled  water,  the  water  source,  and 
the  processing  operations.  The  com¬ 
ments  contained  no  specific  plans  or  sug¬ 
gestions  for  a  system  of  microbiological 
or  chemical  monitoring  of  bottled  water. 

The  current  Federal  drinking  water 
standard  was  developed  by  the  U.S.  Pub¬ 
lic  Health  Service  in  1962.  EPA  now  has 
the  responsibility  for  establishing  and 
updating  the  drinking  water  standard 
and  an  extensive  revision  of  that  stand¬ 
ard  is  currently  being  undertaken.  The 
Commissioner  will  periodically  review 
and  revise  the  bottled  water  standard  in 
order  to  assure  that  it  is  kept  compatible 
with  the  EPA  drinking  water  standard. 

The  quality  of  bottled  water  is  affected 
by  such  factors  as  the  excellence  of  the 
water  source  and  the  degree  of  control 
present  at  the  time  of  processing.  It  is 
not  the  purpose  of  this  regulation  di¬ 
rectly  to  control  such  factors.  These  are 
elements  of  the  manufacturing  process 
which  are  properly  included  in  good 
manufacturing  practices  (GMP)  regula¬ 
tions,  which  are  proposed  elsewhere  in 
this  issue  of  the  Federal  Register.  The 
GMP  regulations  will  provide  the  broader 
type  of  regulation  suggested  by  State 
agencies. 

3.  One  comment  suggested  that  all  do¬ 
mestically  produced  bottled  water  be  re¬ 
quired  to  be  from  State  certified  plants 
and  that  the  Food  and  Drug  Administra¬ 
tion  certify  all  suppliers  of  imported  bot¬ 
tled  water. 

The  Commissioner  recognizes  that 
many  States  currently  require  some  form 
of  licensing  of  plants  or  certification  of 
the  water  source.  Nothing  in  this  reg¬ 
ulation  prevents  such  State  require¬ 
ments.  A  State  may  certify  and  other¬ 
wise  regulate  bottled  water  processed 
within  that  State  as  long  as  such  regula¬ 
tion  does  not  conflict  with  Federal  regu¬ 
lations.  The  Federal  quality  standard 
pertains  only  to  the  actual  bottled  water, 
while  State  approval  usually  covers  ad¬ 
ditional  items  such  as  the  suitability  of 
the  water  source.  The  Commissioner  con¬ 
cludes  that  State  certification  require¬ 
ments  are  more  appropriately  considered 
in  connection  with  the  proposed  GMP 
regulations.  The  Food  and  Drug  Admin¬ 
istration  does  not  certify  importers  of 
other  foods  and  does  not  believe  that 
certification  of  importers  of  bottled  water 
is  warranted.  Imported  bottle  water  is 
currently  examined  for  compliance  with 
the  act,  and  the  new  quality  standard 
applies  to  imported  as  wrell  as  domestic 
bottled  water. 

4.  One  comment  suggested  that  the 
limits  and  sampling  procedures  proposed 
in  the  standard  are  not  applicable  in  all 
cases  because  the  sources  of  water  used 
by  bottled  water  manufacturers  are  more 
diverse  than  the  sources  of  water  used 
for  municipal  water  supply  systems. 

Since  the  proposal  was  patterned  af¬ 
ter  the  drinking  water  standard,  any 
source  of  water  that  may  be  used  under 
the  drinking  water  standard  may  also 
be  used  to  produce  bottled  water  that 
will  meet  the  requirements  of  the  pro¬ 
posed  bottled  water  standard.  The  Com¬ 
missioner  has  concluded  that  the  cri¬ 
teria  of  the  drinking  water  standard, 
which  was  designed  for  public  water  sup¬ 


ply  systems,  can  be  applied  to  bottled 
water  except  that  the  sampling  plans  for 
the  repetitive  examination  of  public 
water  supplies  for  microbiological  limits 
are  not  appropriate  for  bottled  water,  as 
discussed  in  the  preamble  to  the  proposal. 
No  information  was  received  that  would 
indicate  that  the  quality  standard  would 
preclude  the  use  of  any  appropriate 
water  source  now  being  used  for  bottled 
wrater. 

5.  One  comment  suggested  that  more 
stringent  limits  than  those  included  in 
the  drinking  water  standard  be  applied 
to  bottled  water  since  many  consumers 
assume  that  bottled  water  is  of  a  higher 
quality  than  tap  water. 

Although  some  consumers  may  as¬ 
sume,  and  some  promotion  of  bottled 
water  may  encourage,  the  assumption 
that  bottled  water  is  of  a  higher  quality 
than  tap  water,  there  is  no  Federal  re¬ 
quirement  to  this  effect.  The  quality  of 
both  tap  and  bottled  water  can  vary 
widely  due  to  the  source  itself  (under¬ 
ground  wells  or  springs  or  surface  waters 
such  as  rivers  and  lakes)  as  well  as  to 
treatments  these  waters  may  receive  dur¬ 
ing  processing  (chemical  precipitation 
and  flocculation,  adjustment  of  pH  reac¬ 
tion,  filtration,  softening,  chlorination 
and  fluoridation,  substitution  of  miner¬ 
als,  etc.).  Because  of  these  source  and 
treatment  variables  there  is  no  basis  for 
assuming  that  bottled  water  is  of  a 
higher  quality  than  municipal  tap  water. 
The  standard  of  quality  being  promul¬ 
gated  does  not  represent  an  optimum 
level  or  even  average  level  of  quality,  but 
only  the  minimum  acceptable  level  of 
quality  for  bottled  water.  The  Commis¬ 
sioner  has  concluded,  based  on  the  avail¬ 
able  data,  that  the  criteria  of  the  drink¬ 
ing  water  standard,  with  the  exception 
noted  above,  are  as  appropriate  for  the 
quality  of  bottled  wrater  as  for  the  quality 
of  tap  water. 

6.  One  comment  questioned  whether 
the  standard  would  be  applicable  to  bot¬ 
tled  w'ater  dispensed  from  a  coin-oper¬ 
ated  dispenser  into  a  container  provided 
by  the  consumer. 

The  standard  applies  only  to  sealed 
containers  of  bottled  water,  as  stated  in 
§  11.7(a),  and  thus  applies  to  sealed  con¬ 
tainers  of  bottled  water  for  use  in  dis¬ 
pensers.  Once  a  container  of  water  used 
in  a  dispenser,  coin  operated  or  other¬ 
wise,  is  opended  however,  the  standard 
will  no  longer  be  applicable  because  the 
water  quality  may  be  altered  as  a  result 
of  it  being  exposed  to  various  environ¬ 
mental  factors  that  are  either  an  inte¬ 
gral  part  of  the  dispenser  or  are  asso¬ 
ciated  with  it. 

7.  Several  comments  suggested  that 
the  proposed  standard  should  also  apply 
to  bottled  mineral  water.  Two  of  these 
comments  predicted  confusion  in  the  in¬ 
dustry  as  a  result  of  excluding  bottled 
mineral  water  from  the  requirements. 

The  Commissioner  has  concluded  that 
bottled  mineral  water  is  a  product  in¬ 
herently  different  from  bottled  water.  As 
a  result  of  further  study  of  bottled  min¬ 
eral  water,  it  has  been  decided  to  develop 
a  separate  standard  of  quality  for  that 
product.  The  lack  of  such  a  standard 
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applicable  to  bottled  mineral  water  is 
only  a  temporary  situation. 

8.  One  comment  requested  that  the 
proposed  standard  consider  quality  fac¬ 
tors  for  bottled  water  held  for  years  for 
emergency  use. 

The  Commissioner  is  aware  that  the 
quality  of  bottled  water  may  change  dur¬ 
ing  long  term  storage.  Nevertheless,  the 
Commissioner  finds  no  basis  for  exclud¬ 
ing  such  bottled  water  from  the  stand¬ 
ard.  No  other  criteria  were  offered  in  the 
comments  submitted.  Thus,  the  stand¬ 
ard  is  applicable  to  bottled  water  that  is 
to  be  stored  for  a  prolonged  period  of 
time.  It  is  recommended  that  stocks  of 
such  bottled  water  be  replaced  periodi¬ 
cally  because  of  possible  quality  deterio¬ 
ration. 

9.  One  comment  stated  that  the  term 
“lot”  should  be  defined.  Others  stated 
that  the  collection  of  10  containers  is 
statistically  unsound  when  the  size  of 
the  containers  in  the  lot  are  “very 
small.”  One  comment  also  considered  it 
unreasonable  to  collect  10  containers 
when  the  containers  in  the  lot  are 
“large.” 

The  terms  “lot,”  “sample”  and  “ana¬ 
lytical  unit”  as  used  in  the  proposed 
standards  were  defined  in  §  11.2,  pub¬ 
lished  in  the  Federal  Register  of  Au¬ 
gust  2,  1973  (38  FR  20726) .  For  purposes 
of  determining  quality  factors  related  to 
manufacture,  processing  or  packing,  a 
“lot”  is  defined  as  a  collection  of  primary 
containers  or  units  of  the  same  size,  type 
and  style  produced  under  conditions  as 
nearly  uniform  as  possible  and  usually 
designated  by  a  common  container  code 
or  marking,  or  in  the  absence  of  any 
common  container  code  or  marking,  a 
day’s  production.  For  purposes  of  deter¬ 
mining  quality  factors  of  bottled  water 
related  to  distribution  and  storage,  a 
“lot”  is  defined  as  a  collection  of  pri¬ 
mary  containers  or  units  transported, 
stored,  or  held  under  conditions  as 
nearly  uniform  as  possible.  Examples  of 
a  “lot”  are  containers  or  units  produced 
during  the  same  shift  or  day,  or  trans¬ 
ported  or  stored  as  a  single  item  of  trade. 
A  “sample”  is  a  composite  of  10  sub¬ 
samples  (consumer  units) ,  taken  one 
from  each  of  10  different,  randomly 
chosen  shipping  cases,  to  be  representa¬ 
tive  of  a  given  lot.  An  “analytical  unit” 
is  defined  as  the  portion  of  food  (water) 
taken  from  a  subsample  of  a  sample  for 
the  purpose  of  analysis. 

The  sampling  plan  specified  in  the 
proposal  is  to  indicate  the  procedures 
that  will  be  used  by  the  Food  and 
Drug  Administration  to  determine 
whether  a  lot  is  in  compliance  with  the 
standard.  The  proposal  does  not  require 
manufacturers  or  others  to  use  the  sam¬ 
pling  or  testing  plans  contained  in  the 
standard.  The  Commissioner  advises 
that  manufacturers  and  others  may  use 
any  type  of  sampling  and  testing  plans 
they  choose.  However,  it  should  be  deter¬ 
mined  that  any  plan  used  to  check  com¬ 
pliance  with  the  standard  will  produce 
results  compatible  with  those  contained 
in  the  regulation. 

Complete  assurance  that  every  con¬ 
tainer  or  unit  of  a  lot  is  in  compliance 


with  the  proposed  standard  would,  of 
course,  require  destructive  analysis  of 
the  entire  lot.  Therefore,  a  statistical 
approach  involving  analysis  of  a  repre¬ 
sentative  sample  from  the  lot  is  appro¬ 
priate.  The  Commissioner  concludes  that 
the  sampling  and  testing  procedures 
contained  in  the  regulation,  which  have 
been  evaluated  statistically  and  judged 
to  be  satisfactory,  are  reasonable  and 
appropriate  for  compliance  purposes. 

10.  One  comment  indicated  that  a 
sample  could  not  be  tested  before  the 
sample  lot  of  bottled  water  would  be 
consumed.  The  comment  also  mentioned 
that  the  sampling  and  analysis  provided 
for  in  the  proposal  would  give  no  indica¬ 
tion  of  the  quality  of  the  whole  or  con¬ 
tinuous  production  of  a  bottled  water 
manufacturer. 

The  Commissioner  is  aware  that  in¬ 
stances  may  occur  where  a  lot  could  be 
consumed  before  a  sample  analysis  is 
completed.  This  problem  is  no  different 
for  any  other  food  that  is  presently 
manufactured  under  a  quality  stand¬ 
ard.  Experience  indicates  that  only  on 
rare  occasions  is  the  time  interval  be¬ 
tween  production  and  retail  sale  too 
short  to  permit  sampling  and  analysis. 
No  information  was  submitted  estab¬ 
lishing  that  the  time  between  production 
and  retail  sale  of  bottled  water  is  rou¬ 
tinely  too  short  to  make  such  sampling 
impractical.  Bottled  water  manufac¬ 
turers,  as  opposed  to  municipal  water 
supplies,  operate  on  a  production  line/ 
lot  basis.  The  nature  of  the  operation 
necessitates  that  the  standard  of  qual¬ 
ity  for  bottled  water  be  applied  on  an 
individual  lot  basis.  Firms  producing 
substandard  quality  bottled  water  not 
properly  labeled  as  such,  will  be  subject 
to  regulatory  action  under  the  act  even 
if  none  of  the  substandard  lots  sampled 
is  available  for  seizure. 

11.  One  comment  suggested  that  the 
standard  should  specify  periodic  testing 
of  bottled  water  by  independent  labora¬ 
tories  operated  by  graduate  biochemists 
and  located  near  the  plant  where  the 
water  is  bottled. 

The  Commissioner  rejects  this  sug¬ 
gestion  as  being  unnecessarily  restric¬ 
tive.  Sampling  and  testing  performed 
by  the  manufacturer  that  is  compatible 
with  the  requirements  of  the  regulation 
will  be  sufficient. 

12.  Several  comments  objected  to  the 
sale  of  substandard  quality  bottled 
water,  even  though  the  regulation 
requires  this  fact  to  be  declared  on  the 
label.  One  comment  stated  that  consum¬ 
ers  would  not  notice  the  substandard 
quality  declaration  and  another  request¬ 
ed  that  the  substandard  quality  decla¬ 
ration  be  required  to  be  placed  promi¬ 
nently  on  the  principal  display  panel. 
One  comment  suggested  that,  in  lieu  of 
the  substandard  quality  statement  in 
the  proposal,  either  of  the  following 
statements  be  used:  “Not  for  Human 
Consumption”  or  “This  Product  Does 
Not  Meet  the  Standards  of  the  FDA.” 

Section  403(h)(1)  of  the  act  specifi¬ 
cally  provides  for  the  use  of  a  label 
statement  of  substandard  quality  when 
the  quality  of  a  food  falls  below  the 


standard  of  quality  established  for  the 
food.  The  regulation  requires  the  label 
statement  of  substandard  quality  to  be 
placed  prominently  on  the  principal  dis¬ 
play  panel (s)  of  the  label  immediately 
and  conspicuously  preceding  or  follow¬ 
ing  the  name  of  the  food  in  letters  not 
less  in  height  than  those  required  for 
the  net  quantity  of  contents  statement. 
The  Commissioner  therefore  concludes 
that  the  statements  of  substandard 
quality  are  appropriate  and  should  not 
be  changed. 

13.  Comments  from  several  State 
health  agencies  objected  to  the  proposal 
because  it  does  not  provide  for  the  safety 
of  bottled  water.  One  comment  sug¬ 
gested  that  the  regulation  contain  a 
statement  to  the  effect  that,  because  the 
standard  does  not  mention  certain 
harmful  substances,  such  silence  should 
not  be  taken  to  imply  that  such  sub¬ 
stances  are  allowed  in  bottled  water. 

Pathogenic  bacteria,  heavy  metals, 
and  radioactivity  ordinarily  are  not  the 
subject  of  a  quality  standard,  but  rather 
are  factors  related  to  adulteration.  In 
this  instance,  heavy  metals  and  radio¬ 
activity  are  included  as  quality  factors 
because  of  their  traditional  handling 
under  the  drinking  water  standards  and 
the  desirability  for  consistency  in  this 
respect.  Limits  for  adulteration  may  be 
promulgated  elsewhere  in  Food  and  Drug 
Administration  regulations,  but  they 
are  not  properly  within  the  scope  of 
Part  11,  which  is  limited  to  quality 
factors.  If  bottled  water  contains  any 
substance  at  a  level  considered  injurious 
to  health,  it  will  be  deemed  to  be  adulter¬ 
ated  and  appropriate  regulatory  action 
will  be  taken,  whether  or  not  it  meets 
the  standard  of  quality.  The  Commis¬ 
sioner  concludes  that  the  statement  in 
§  11.7(g)  is  adequately  explicit  on  this 
subject  and  that  additional  statements 
are  unnecessary. 

14.  Several  comments  objected  to  the 
standard  plate  count  (SPC)  criterion  of 
500  microorganisms  per  milliliter.  Some 
comments  objected  on  the  basis  that  the 
proposed  SPC  criterion  was  unduly  re¬ 
strictive,  while  others  would  impose  an 
even  more  stringent  SPC.  Those  object¬ 
ing  that  the  SPC  wras  too  restrictive 
stated  that  the  SPC  limit  has  no  rela¬ 
tionship  to  the  quality  or  safety  of  bot¬ 
tled  water,  the  SPC  limit  is  equivalent  to 
requiring  a  sterile  product,  the  SPC  limit 
is  unduly  restrictive  when  compared  to 
the  microbiological  levels  permitted  or 
commonly  found  in  other  foods,  and 
often  a  lot  of  bottled  water  meeting  the 
proposed  SPC  limit  at  the  time  of  filling 
will  exceed  this  limit  after  storage  under 
adequate  conditions.  Some  comments 
suggested  that  the  SPC  limit  should 
apply  only  at  the  time  of  bottling  or 
within  24  hours  of  bottling.  Those  feel¬ 
ing  that  the  proposed  SPC  was  too  leni¬ 
ent  proposed  that  the  regulation  require 
that  bottled  water  be  commercially  sterile 
since  microorganisms  multiply  in  bottled 
water  and  often  are  pathogenic  to  the 
very  young,  the  very  old,  and  debilitated 
medical  patients,  and  it  is  feasible  to 
produce  commercially  sterile  bottled 
water  and  other  beverages,  such  as  soft 
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drinks,  fruit  juices,  and  malt  beverages. 
One  comment  suggested  an  SPC  limit  of 
100  microorganisms  per  milliliter. 

All  water  contains  microorganisms. 
The  number  and  types  of  bacteria  pres¬ 
ent  In  untreated  water  from  under¬ 
ground  or  surface  sources  are  dependent 
upon  the  quality  of  the  sources.  For  ex¬ 
ample,  surface  waters  such  as  rivers 
or  streams  used  as  sources  for  municipal 
water  supplies  that  are  also  outlets  for 
treated  or  untreated  sewage  effluents  of 
communities  upstream  may  be  expected 
to  contain  greater  numbers  and  more 
types  of  microorganisms  than  a  sur¬ 
face  water  located  in  an  uninhabited  area 
which  is  protected  from  such  contami¬ 
nation.  Treated  water  (water  which  has 
been  processed  through  a  municipal  water 
treatment  plant  or  a  bottled  water  plant) 
also  contains  microorganisms.  In  the  case 
of  treated  water,  however,  the  total  num¬ 
ber  of  microorganisms  has  been  greatly 
reduced  and  pathogenic  organisms  have 
been  destroyed  or  removed.  In  this  in¬ 
stance,  the  number  and  types  of  micro¬ 
organisms  are  dependent  not  only  on  the 
original  quality  of  the  source  but  also 
upon  the  types  and  degree  of  treatment 
the  water  receives  during  processing  (e  g., 
flocculation,  filtration,  chemical  disin¬ 
fection,  etc.) .  Unless  a  treated  water  con¬ 
tains  a  residual  concentration  of  a  disin¬ 
fectant  such  as  chlorine,  the  few  mi¬ 
croorganisms  that  remain  in  a  water  af¬ 
ter  treatment  are  capable  of  multiplying 
and  usually  do  so  upon  storage  of  the 
water.  Treated  water  that  is  sealed  in  a 
bottle  and  which  does  not  contain  a  re¬ 
sidual  concentration  of  a  chemical  disin¬ 
fectant  can  be  expected  to  contain  a  few 
bacteria  that  are  natural  to  the  water, 
and  these  few  bacteria  can  be  expected  to 
multiply  in  the  bottled  water  during  stor¬ 
age.  *niis  is  a  natural  phenomenon  that 
may  occur  in  water  that  is  processed  and 
bottled  under  the  best  of  current  sanitary 
and  processing  conditions.  This  multipli¬ 
cation  is  usually  of  a  cyclic  nature  in 
that,  during  storage  in  a  sealed  bottle,  the 
bacteria  at  first  multiply  and  then  die 
off.  Hie  few  surviving  cells  may  once 
again  give  rise  to  increased  numbers  that 
in  turn  die  off.  This  cycle  may  occur  sev¬ 
eral  times.  No  microbial  spoilage  or  con¬ 
tamination  occurs. 

The  good  manufacturing  practices 
(GMP)  regulations  proposed  elsewhere  in 
this  issue  of  the  Federal  Register  are  in¬ 
tended  to  assure  that  bottled  water  is 
manufactured  under  good  sanitary  con¬ 
ditions  that  protect  it  from  contamina¬ 
tion  with  filth  or  harmful  or  deleterious 
substances.  Monitoring  for  pathogenic 
organisms  will  be  required.  One  of  the 
factors  of  bottled  water  that  is  deemed 
desirable  by  the  consumer  is  the  freedom 
from  chemical  disinfectants.  Because 
bottled  water  will  be  required  to  be  proc¬ 
essed  in  accordance  with  good  manufac¬ 
turing  practices,  the  Commissioner  con¬ 
cludes  that  an  SPC  standard  for  bottled 
water  is  not  warranted. 

The  fact  that  some  other  foods  are 
commercially  sterile  or  have  very  low 
microbial  levels  does  not  directly  bear  on 
the  issue  of  an  appropriate  microbial 
level  for  bottled  water.  A  requirement 
that  bottled  water,  which  is  not  subject 


to  microbial  spoilage  and  which  has  been 
processed  in  accordance  with  good  manu¬ 
facturing  practices,  be  sterile  is  not  Justi¬ 
fied  at  this  time. 

The  primary  purpose  of  a  standard  of 
quality  is  to  establish  the  minimum  ac¬ 
ceptable  quality  criteria  for  a  product 
when  it  is  offered  to  the  consumer.  It  is 
in  the  interest  of  consumers  that  all  of 
the  criteria  of  the  standard  shall  be  ap¬ 
plicable  at  the  point  of  retail  sale  and  use 
of  the  sealed  containers  of  bottled  water, 
instead  of  being  applicable  only  within 
a  24  hour  period  of  bottling.  However, 
the  Commissioner  also  recognizes  that 
wide  fluctuation  in  the  microbial  level  of 
bottled  water  does  occur  after  the  prod¬ 
uct  is  sealed  in  containers  and  that  this 
fluctuation  is  not  necessarily  indicative 
of  product  quality.  Review  of  the  com¬ 
ments  and  further  consideration  of  avail¬ 
able  microbiological  data  on  bottled  wa¬ 
ter  reveals  that  sufficient  grounds  exist 
for  the  objections  to  the  proposed  SPC 
limit.  Therefore,  the  Commissioner  has 
deleted  1 11.7(b)  (2)  of  the  proposal  con¬ 
taining  an  SPC  limit  for  bottled  water. 

15.  One  comment  recommended  that 
the  size  of  the  analytical  unit  taken  for 
bacteriological  analysis  by  the  multiple- 
tube  fermentation  and  membrane  filter 
methods  should  be  specified  and  related 
to  the  microbiological  limits. 

The  Commissioner  concludes  that  the 
analytical  unit  size  is  immaterial  if  the 
analytical  units  are  of  equal  volume.  In 
the  multiple  tube  fermentation  method, 
50  milliliters  (ml)  (5-10  ml  portions)  are 
examined.  In  the  membrane  filter 
method,  100  ml  of  water  are  examined. 
To  eliminate  the  possibility  of  confusion 
on  this  point,  S  11.7(b)  has  been  revised 
to  state  that  the  sample  is  to  consist  of 
analytical  units  of  equal  volume. 

16.  One  comment  requested  clarifica¬ 
tion  of  the  coliform  criterion  in  §  11.7(b) 
(1).  The  comment  assumed  that  the  in¬ 
tention  of  S  11.7(b)(1)  was  to  establish 
a  limit  of  2.2  coliform  organisms/100  ml 
based  upon  the  average  value  determined 
from  the  10  analytical  units  that  com¬ 
prise  the  50-ml  sample.  The  comment 
apparently  further  assumed  that  no 
more  than  one  sample  (rather  than  one 
analytical  unit  of  the  10-unit  sample) 
can  exceed  a  most  probable  number 
(MPN)  of  9.2  cqliform  organisms/ 100  ml. 
Another  comment  stated  that  this  sec¬ 
tion  establishes  a  more  restrictive  coli¬ 
form  criterion  than  that  contained  in  the 
drinking  water  standard.  One  comment 
recommended  that  bottled  water  be  re¬ 
quired  to  be  free  of  conforms. 

The  coliform  criteria  in  the  proposal 
and  in  §  11.7(b)(1)  of  the  final  regula¬ 
tion  are  essentially  the  same  as  those  of 
the  drinking  water  standard.  These  cri¬ 
teria  are  based  upon  the  laboratory  test¬ 
ing  of  a  representative  sample  of  water 
from  the  lot.  The  sample  is  composed  of 
10  containers  from  a  lot,  from  each  of 
which  is  removed  a  5-ml  portion  for 
analysis.  Not  more  than  one  of  the  5-ml 
portions  may  contain  an  MPN  of  2.2  or 
more  coliform  organisms/100  ml,  and 
none  of  the  5-ml  portions  may  contain 
an  MPN  of  9.2  or  more  coliform  orga- 
nlsms/100  ml.  Thus,  this  coliform  re¬ 
quirement  is  not  based  upon  an  average 


value  of  the  ten  5-ml  portions,  and  the 
regulation  specifically  prohibits  any 
sample  containing  an  MPN  of  9.2  or  more 
coliform  organisms/100  ml.  Because 
these  limits  are  essentially  the  same  as 
those  in  the  drinking  water  standard, 
the  Commissioner  concluded  that  a 
lower  coliform  limit  for  bottled  water  is 
not  warranted. 

17.  One  comment  suggested  a  com¬ 
plete  revision  of  §  11.7(b)  (1)  (ii)  (mem¬ 
brane  filter  method)  to  make  it  compa¬ 
rable  to  {  11.7(b)  (1)  (i)  (multiple- tube 
fermentation  method) . 

The  multiple-tube  fermentation  test 
and  the  membrane  filter  test  are  based 
upon  two  different  principles.  The 
former  employs  the  MPN  technique, 
which  provides  an  estimate  of  the  upper 
limit  of  the  number  of  coliform  orga¬ 
nisms  present  in  the  water.  The  latter 
test  provides  a  direct  enumeration  of  the 
number  of  coliform  organisms  in  the 
water.  Although  these  test  procedures  are 
different,  the  quality  of  the  water  is  as¬ 
sured  by  either  test  when  the  results 
obtained  demonstrate  that  the  water 
meets  the  criteria  of  the  standard. 

18.  Comments  were  received  that  the 
minerals  for  which  U.S.  Recommended 
Daily  Allowances  (UJS.  RDA)  have  been 
established  (copper,  iron,  and  zinc) 
should  not  be  limited  by  the  proposed 
regulation.  It  was  stated  that  the  limits 
on  these  nutritional  minerals  were  es¬ 
tablished  primarily  on  esthetic  factors, 
such  as  taste  and  rust  deposition  on 
plumbing  fixtures  and  laundered 
clothing. 

The  amount  of  copper,  iron,  and  zinc 
present  in  bottled  water  might  be  nutri¬ 
tionally  significant  only  if  the  daily  con¬ 
sumption  of  water  were  one  liter  or 
more.  The  consumption  pattern  of  water 
in  the  population  is  extremely  variable, 
and  depends  to  a  large  extent  on  the 
average  ambient  temperature  of  the 
geographic  area.  The  Commissioner  con¬ 
cludes  that  bottled  water  should  not  be 
relied  on  as  a  primary  source  of  nutri¬ 
tional  minerals.  The  limits  for  these 
minerals  in  bottled  water  are  therefore 
intended  to  control  such  quality  attri¬ 
butes  as  taste  and  rust  deposition  and 
should  be  the  same  as  the  limits  set  forth 
in  the  drinking  water  standard. 

19.  One  comment  recommended  that 
the  sodium  content  of  bottled  water  be 
declared  since  the  sodium  content  of  the 
diet  is  important  to  a  significant  seg¬ 
ment  of  the  population. 

If  bottled  water  purports  to  be  or  is 
represented  as  a  mean  of  regulating  the 
intake  of  sodium  or  salt  the  label  is  re¬ 
quired  to  bear  a  statement  of  the  sodium 
content  as  specified  in  §  125.9.  Bottled 
water  not  represented  specifically  for 
use  in  sodium-restricted  diets  need  not 
bear  a  statement  of  sodium  content.  The 
drinking  water  standard  does  not  con¬ 
tain  a  limit  for  sodium  content,  but 
sodium  content  is  indirectly  limited  by 
the  500  milligram  per  liter  limit  for  total 
dissolved  solids. 

20.  One  comment  indicated  that  if  the 
source  of  water  is  from  the  manufac¬ 
turer’s  premises  the  limits  for  cadmium, 
copper,  lead,  and  zinc  could  be  lowered 
since  the  limits  were  established  in  the 
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drinking  water  standard  with  allowances 
made  for  the  fact  that  the  level  of  these 
chemicals  in  tap  water  is  partly  the  re¬ 
sult  of  the  metal  plumbing  and  distribu¬ 
tion  system  of  municipal  water  supplies. 

Bottled  water  is  not  necessarily  manu¬ 
factured  from  a  well  or  spring  located  on 
the  manufacturer’s  premises.  In  some  in¬ 
stances,  the  source  of  the  waters  used 
may  be  a  spring  or  well  located  many 
miles  from  the  processing  plant.  In  other 
instances,  the  source  may  be  tap  water 
from  municipal  water  supplies.  Regard¬ 
less  of  the  location  of  the  water  source, 
in  most  cases  the  water  will  contact 
pipes,  tanks,  or  other  metal  equipment 
surfaces,  which  will  contribute  some 
amounts  of  these  minerals  to  the  water. 
The  Commissioner  therefore  concludes 
that  it  is  unnecessary  and  unwarranted 
to  establish  lower  limits  for  cadmium, 
copper,  lead,  and  zinc  in  bottled  water 
than  those  established  for  these  minerals 
in  the  drinking  water  standard. 

21.  Several  comments  were  received 
concerning  the  fluoride  limit  in  the  pro¬ 
posed  standard.  Two  comments  objected 
to  the  fluoride  level  being  based  oh  the 
air  temperature  at  the  point  of  bottling 
and  recommended  that  the  fluoride  level 
be  based  on  the  air  temperature  where 
the  bottled  water  is  sold.  One  comment 
stated  that  the  2.4  milligrams  (mg.)  per 
liter  fluoride  limit  is  too  high  and  could 
cause  significant  mottling  of  teeth.  A 
fluoride  limit  of  1.5  mg./liter  or  1.0  mg./ 
liter  was  recommended.  One  comment 
recommended  that  bottled  water  con¬ 
taining  more  than  0.7  mg./liter  fluoride 
be  labeled  “fluoridated  water”  and  the 
fluoride  content  declared.  Another  com¬ 
ment  recommended  specific  fluoride 
labeling  for  bottled  water. 

The  proposed  limits  on  fluoride  in  bot¬ 
tled  water  were  taken  directly  from  the 
drinking  water  standards.  Fluoride  lev¬ 
els  in  the  drinking  water  standards  are 
based  on  air  temperatures  because  the 
amount  of  water  (and  consequently  the 
amount  of  fluoride)  ingested  is  influ¬ 
enced  primarily  by  air  temperature.  The 
range  of  fluoride  levels  permitted  by 
the  drinking  water  standards  is  1.4  to 
2.4  mg./liter  for  naturally  present  fluo¬ 
ride  and  0.8  to  1.17  mg./liter  for  added 
fluoride.  The  Commissioner  recognizes 
the  merit  of  the  comments  that,  in  many 
instances,  bottled  water  is  sold  in  areas 
having  significantly  different  tempera¬ 
tures  than  the  area  where  the  water 
was  bottled  and  consequently  that  fluo¬ 
ride  limits  based  on  the  air  temperature 
at  the  bottling  location  could  have  the 
effect  that  bottled  water  would  meet  the 
drinking  water  standard  fluoride  limit 
at  the  bottling  location,  but  would  ex¬ 
ceed  the  drinking  water  standard  flu¬ 
oride  limit  if  it  was  distributed  to  an  area 
having  a  significantly  higher  air  tem¬ 
perature. 

Therefore,  the  Commissioner  has  re¬ 
vised  the  fluoride  requirement  of  the 
proposal,  in  the  case  of  bottjed  water 
packaged  in  the  United  States,  so  that 
the  standard  is  based  on  the  air  tempera¬ 
ture  at  the  location  where  the  bottled 
water  is  sold  at  retail,  instead  of  the  air 
temperature  at  the  bottling  location. 


This  approach  will  require  the  bottler 
to  have  full  knowledge  of  the  retail  dis¬ 
tribution  pattern  of  his  product  and  the 
annual  average  maximum  daily  air  tem¬ 
peratures  of  each  retail  sales  area  in 
order  to  determine  if  his  product  com¬ 
plies  with  the  fluoride  limit  of  the  stand¬ 
ard.  However,  should  a  bottler  wish  to 
eliminate  the  need  for  his  being  continu¬ 
ously  informed  regarding  air  tempera¬ 
ture  data  for  all  retail  sales  areas,  he 
may  limit  the  naturally  present  fluoride 
content  in  bottled  water  containing  no 
added  fluorides  to  a  maximum  of  1.4 
mg./liter  and  in  bottled  water  con¬ 
taining  added  fluorides  he  may  limit  the 
fluoride  content  to  a  maximum  of  0.8 
mg./liter.  In  that  case  the  fluoride  limits 
of  the  drinking  water  standards  will  be 
met  in  all  retail  sales  areas. 

Since  the  bottlers  of  imported  bottled 
water  do  not  usually  have  direct  control 
of  the  retail  sale  of  their  product,  the 
Commissioner  has  established  1.4  mg./ 
liter  as  the  maximum  fluoride  limit  for 
imported  bottled  water  containind  nat¬ 
urally  present  fluoride  and  0.8  mg./ 
liter  as  the  maximum  fluoride  limit  for 
imported  bottled  water  containing  added 
fluoride.  At  this  level,  imported  bottled 
water  may  be  sold  in  any  location  and 
not  exceed  the  fluoride  level  of  the 
drinking  water  standards. 

The  Commissioner  concludes  that  the 
addition  of  fluorine  compounds  to  bot¬ 
tled  water  should  be  permitted  to  be  con¬ 
sistent  with  the  policy  of  allowing  the 
fluoridation  of  municipal  water  supplies. 
Accordingly,  the  Commissioner  is  pro¬ 
posing  an  appropriate  regulation  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter  to  provide  for  bottled  water  fluorida¬ 
tion. 

Bottled  water  obtained  from  munici¬ 
pal  water  sources  and  some  wells  and 
springs  may  contain  significant  amounts 
of  fluoride.  The  Commissioner  concludes 
that  it  would  be  misleading  to  require 
bottled  water  to  which  fluoride  has  been 
added  to  be  labeled  differently  from  bot¬ 
tled  water  containing  fluoride  naturally 
or  from  municipal  water  supplies  to 
which  fluoride  has  been  added.  It  is 
widely  assumed  by  consumers  that  water 
contains  fluoride.  If  any  distributor  of 
bottled  water  wishes  to  promote  his  prod¬ 
uct  as  containing  a  specific  amount  of 
fluoride,  or  no  fluoride,  he  may  properly 
do  so  as  long  as  such  claims  are  accu¬ 
rate  and  truthful. 

22.  Two  comments  suggested  that  the 
use  of  labeling  terms  describing  the  type 
of  bottled  water,  such  as  spring  water, 
well  water,  and  distilled  water,  be  regu¬ 
lated. 

The  Commissioner  concludes  that 
there  is  no  need  for  a  requirement  that 
the  source  or  treatment  of  the  water  be 
declared  on  the  label  of  bottled  drinking 
water.  Bottled  drinking  water  can  be 
produced  from  various  sources  of  water 
and  various  types  of  treatment  of  the  wa¬ 
ter  can  be  used  in  manufacturing  bot¬ 
tled  water  of  an  acceptable  quality.  If 
the  manufacturer  decides  to  provide  in¬ 
formation  in  the  labeling  of  or  in  adver¬ 
tising  relating  to  bottled  water,  stating 
or  implying  it  is  the  product  of  a  spe¬ 


cific  source  of  water  or  that  the  water 
has  been  treated  in  a  specific  manner, 
such  information  must  be  truthful,  fac¬ 
tual,  and  not  misleading  in  any  respect. 
Section  403(a)  of  the  act  provides  that 
a  food  shall  be  deemed  to  be  misbranded 
if  its  labeling  is  false  or  misleading  in 
any  particular.  The  Commissioner  con¬ 
cludes  that  this  statutory  authority  is 
sufficient  to  provide  for  regulatory  ac¬ 
tion  in  instances  where  false  or  mislead¬ 
ing  statements  concerning  the  source 
or  treatment  of  bottled  water  are  made 
and  that  specific  statements  to  this  ef¬ 
fect  in  the  standard  are  not  necessary. 

23.  Several  comments  requested  that 
limits  be  established  for  some  chemicals 
and  substances  in  addition  to  those  listed 
in  the  proposed  standard.  One  comment 
indicated  the  limit  proposed  for  nitrate 
was  excessive.  Some  suggested  that  lower 
levels  be  set  than  those  proposed. 

The  Commissioner  is  aware  that  chem¬ 
icals  other  than  those  listed  in  the  pro¬ 
posed  standard  could  be  found  in  drink¬ 
ing  water  at  levels  that  adversely  affect 
the  quality  of  drinking  water.  Much  new 
knowledge  has  been  accumulated  on 
chemical  levels  in  drinking  water  since 
the  drinking  water  standard  was  estab¬ 
lished  in  1962.  When  revised  by  the  En¬ 
vironmental  Protection  Agency,  the 
drinking  water  standard  undoubtedly  will 
establish  limits  for  additional  chemicals 
and  revise  the  limits  for  the  chemicals 
listed  in  the  1962  standard,  to  reflect  the 
latest  knowledge  and  expert  scientific 
judgment.  Until  the  revised  drinking  wa¬ 
ter  standard  is  published,  the  limits  con¬ 
tained  in  the  1962  drinking  water  stand¬ 
ard  will  be  applicable.  The  compatibility 
of  the  bottled  water  standard  with  the 
drinking  water  standard  will  be  main¬ 
tained  by  revising  the  bottled  water 
standard  when  the  drinking  water 
standard  is  revised. 

A  food  additive  regulation  regarding 
added  sodium  nitrate  has  been  promul¬ 
gated  by  the  Commissioner  to  limit  un¬ 
necessary  additions  in  specific  foods 
(§  121.1063) .  Addition  to  bottled  water  is 
not  permitted,  but  nitrates  may  be  natu¬ 
rally  present  in  the  water  used.  The 
nitrate  level  in  the  drinking  water  stand¬ 
ard  is  under  review  along  with  other 
chemicals  for  which  levels  are  set  in  this 
standard.  Any  modification  in  these 
levels  as  a  result  of  this  review  will  be  re¬ 
flected  in  the  bottled  water  standard. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  401,  403(h),  701,  52  Stat.  1046, 
1047,  and  1055-1056,  as  amended  by  70 
Stat.  919  and  72  Stat.  948;  21  U.S.C.  341, 
343(h),  371)  and  under  authority  dele¬ 
gated  to  the  Commissioner  (21  CFR 
2.120) ,  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  is  amended  in 
Part  11  by  adding  a  new  section  to  Sub¬ 
part  B,  as  follows : 

§11.7  Bottled  water. 

(a)  “Bottled  water”  is  defined  as  water 
that  is  sealed  in  bottles  or  other  con¬ 
tainers  and  intended  for  human  con¬ 
sumption.  Bottled  water  does  not  include 
mineral  water  or  any  food  defined  in 
§  31.1  of  this  chapter. 


FEDERAL  REGISTER,  VOL.  38,  NO.  226— MONDAY,  NOVEMBER  26,  1973 


32562 


RULES  AND  REGULATIONS 


<b)  Microbiological  Quality.  Bottled 
water  shall,  when  a  sample  consisting  of 
analytical  units  of  equal  volume  Is  ex¬ 
amined  by  the  methods  described  in  Part 
400,  of  “Standard  Methods  for  the  Ex¬ 
amination  of  Water  and  Wastewater,” 
13th  Ed.,  1971,  American  Public  Health 
Association,1  meet  standards  of  micro¬ 
biological  quality  as  follows: 

(1)  Multiple-tube  fermentation  meth¬ 
od.  Not  more  than  one  of  the  analyt¬ 
ical  units  in  the  sample  shall  have  a 
most  probable  number  (MPN)  of  2.2  or 
more  coliform  organisms  per  100  milli¬ 
liters  and  no  analytical  unit  shall  have  a 
MPN  of  9.2  or  more  coliform  organisms 
per  100  milliliters,  or: 

(2)  Membrane  filter  method.  Not  more 
than  one  of  the  analytical  units  in  the 
sample  shall  have  4.0  or  more  coliform 
organisms  per  100  milliliters  and  the 
arithmetic  mean  of  the  coliform  density 
of  the  sample  shall  not  exceed  one  coli¬ 
form  organism  per  100  milliliters. 

(c)  Physical  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from  a  sample  is 
examined  by  the  method  described  in 
Part  100  of  the  13th  Ed.,  1971,  of  "Stand¬ 
ard  Methods  for  the  Examination  of  Wa¬ 
ter  and  Wastewater,”  American  Public 
Health  Association,1  meet  standards  of 
physical  quality  as  follows: 

(1)  The  turbidity  shall  not  exceed  5 
units. 

(2)  The  color  shall  not  exceed  15  units. 

(3)  The  odor  shall  not  exceed  thresh¬ 


old  odor  No.  3. 

(d)(1)  Chemical  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from  a  sample  is 
examined  by  the  methods  described  in 
Part  100  of  the  13th  Ed.,  1971,  of  “Stand¬ 
ard  Methods  of  Examination  of  Water 


and  Wastewater,”  American  Public 
Health  Association,1  meet  standards  of 
chemical  quality  and  shall  not  contain 
chemical  substances  in  excess  of  the  fol¬ 


lowing  concentrations : 

Concentration  in 
Substance  milligrams  per  liter 


Arsenic  _  0.  05 

Barium  _  1.0 

Cadmium _  0. 01 

Chloride  _  250.  0 

Chromium  ( He xa valent) _  0.05 

Copper  _  1.0 

Cyanide  _  0. 2 

Iron  _  0.  3 

Lead  _  0. 05 

Manganese _  0. 05 

Nitrate  _ 45.  0 

Phenols  _  0. 001 

Selenium  _  0. 01 

Sliver _ _  0. 05 

Sulfate  _  250.  0 

Total  Dissolved  Serf  Ids _  600.  0 

Zinc  -  5.  0 


(2)  (i)  Bottled  water  packaged  in  the 
United  States  to  which  no  fluoride  is 
added  shall  not  contain  fluoride  in  ex¬ 
cess  of  the  levels  in  Table  1  and  these 
levels  shall  be  based  on  the  annual  aver¬ 
age  of  maximum  daily  air  temperatures 
at  the  location  where  the  bottled  water 
is  sold  at  retail. 


T  able  I 


Animal  average  of 

Fluoride  concentration 

maximum  dally 

in  milligrams  per  liter 

air  temperatures : 

60.0-53.7  _ 

_ 2.4 

63  H-5fl  3 

_ 2.2 

58.4-63.8  . 

_ _ _ _  2.0 

63.9-70.6  _ 

_ 1.8 

70.7-79.2  _ 

_ 1.6 

79  3-90.5  _ 

_ 1.4 

<ii)  Imported  bottled  water  to  which 
no  fluoride  is  added  shall  not  contain 
fluoride  in  excess  of  1.4  milligrams  per 
liter. 

(iii)  Bottled  water  packaged  in  the 
United  States  to  which  fluoride  is  added 
shall  not  contain  fluoride  in  excess  of 
levels  in  Table  2  and  these  levels  shall 
be  based  on  the  annual  average  of  maxi¬ 
mum  daily  air  temperatures  at  the  loca¬ 
tion  where  the  bottled  water  is  sold  at 
retail. 

Table  2 

Annual  average  of  maximum  daily  air  tem¬ 
peratures  : 

Fluoride  concentration 
in  milligrams  per  liter 


50.0-53.7  . . . . . —  1.7 

53.8- 58.3  . 1.6 

58.4-63.8  _  1.3 

63.9- 70  6  _ 1.2 

70.7-79.2  _ 1.0 

79.3-90.5  — - . . . —  0.8 


<iv)  Imported  bottled  water  to  which 
fluoride  is  added  shall  not  contain  fluor¬ 
ide  in  excess  of  0.8  milligram  per  liter. 

(e)  Radiological  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from  a  sample  is 
examined  by  the  methods  described  in 
Part  300  of  the  13th  Ed.,  1971,  of  “Stand¬ 
ard  Methods  for  the  Examination  of 
Water  and  Wastepaper,”  American  Pub¬ 
lic  Health  Association,1  meet  standards 
of  radiological  quality  as  follows: 

(1)  The  bottled  water  shall  not  con¬ 
tain  radioactivity  in  excess  of  the  follow¬ 
ing  concentrations: 


Concen¬ 

tration 

in 

micro- 
micro - 
curies 

per 

Substance 

liter 

Radium-226  _  -  -  - 

_  3 

Strontium-90  .  - _ 

. .  10 

(2)  When  it  is  known  that  the  stron- 
tium-90  and  alpha  emitters  are  absent, 
the  composite  shall  not  contain  a  gross 
beta  concentration  in  excess  of  1,000 
micromicrocuries  per  liter.  . 

(f)  Label  statements.  Bottled  water, 
the  quality  of  which  is  below  that  pre¬ 
scribed  by  this  section,  shall  be  labeled 
with  a  statement  of  substandard  quality 
as  follows: 

(1)  When  the  microbiological  quality 
of  bottled  water  is  below  that  prescribed 
by  paragraph  (b)  of  this  section,  the 
label  shall  bear  the  statement  of  sub¬ 
standard  quality  specified  in  §  11.1(b). 


1  '‘Standard  Methods  for  the  Examination 
of  Water  and  Wastewater,”  13th  Ed.  1971,  can 
be  obtained  from .  the  American  Public 
Health  Association,  1016  18th  Street  NW., 
Washington,  DC  20036. 


(2)  When  the  physical,  chemical, 
and/or  radiological  quality  of  bottled 
water  is  below  that  prescribed  by  para¬ 
graphs  (c)  through  (e)  respectively  of 
this  section,  the  label  shall  bear  the  state¬ 
ment  of  substandard  quality  specified  in 
§  11.1(b)  except  that,  as  appropriate,  in¬ 
stead  of  or  in  addition  to  the  words 
“Contains  Excessive  Bacteria”  the  fol¬ 
lowing  statement (s)  shall  be  used: 

(i)  “Excessively  Turbid”,  "Abnormal 
Color”,  and/or  “Abnormal  Odor”  if  the 
bottled  water  fails  to  meet  the  require¬ 
ments  of  paragraph  (c)  (1),  (2),  and/or 
<3),  respectively,  of  this  section. 

(ii)  “Contains  Excessive  Chemical 
Substances”,  if  the  bottled  water  fails  to 
meet  any  of  the  requirements  of  para¬ 
graph  (d)  of  this  section.  The  specific 
chemical  (s)  may  be  declared  in  lieu  of 
the  words  “Chemical  Substances”  in  the 
statement  “Contains  Excessive  Chemical 
Substances”.  When  a  specific  chemical 
is  declared,  that  name  by  which  the 
chemical  (s)  is  designated  in  paragraph 
(d)  of  this  section  shall  be  used. 
Example:  “Contains  Excessive  Copper”. 

(iii)  “Excessively  Radioactive”  if  the 
bottled  water  fails  to  meet  the  require¬ 
ments  of  paragraph  (e)  of  this  section. 

(g)  Bottled  water  containing  a  sub¬ 
stance  at  a  level  considered  injurious  to 
health  under  section  402(a)  ( 1)  of  the  act 
is  deemed  to  be  adulterated,  regardless  of 
whether  or  not  the  bottled  water  bears  a 
label  statement  of  substandard  quality 
prescribed  by  paragraph  (f)  of  this 
section. 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at  any 
time  on  or  before  December  24,  1973  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration,  Rm.  6-86,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  ob¬ 
jections  thereto.  Objections  shall  show 
wherein  the  person  filing  will  be  ad¬ 
versely  affected  by  the  order,  specify 
with  particularity  the  provisions  of  the 
order  deemed  objectionable,  and  state 
the  grounds  for  the  objections.  If  a  hear¬ 
ing  is  requested,  the  objections  shall 
state  the  issues  for  the  hearing,  shall  be 
supported  by  grounds  factually  and  le¬ 
gally  sufficient  to  justify  the  relief 
sought,  and  shall  include  a  detailed  de¬ 
scription  and  analysis  of  the  factual  in¬ 
formation  intended  to  be  presented  in 
support  of  the  objections  in  the  event 
that  a  hearing  is  held.  Objections  may 
be  accompanied  by  a  memorandum  or 
brief  in  support  thereof.  Six  copies  of  all 
documents  shall  be  filed.  Received  ob¬ 
jections  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Effective  date.  This  order  shall  be  ef¬ 
fective  May  22,  1974. 

(Secs.  401,  403(h),  701,  62  Stat.  1046,  1047, 
and  1055-1056,  as  amended  by  70  8tat.  919 
and  72  Stat.  948;  21  U.S.C.  341,  343(h),  371.) 

Dated:  November  9,  1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

Note:  Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Federal 
Register  December  12,  1972. 

[FR  Doc.73-24660  Filed  11-23-73:8:45  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
[  21  CFR  Part  121  ] 

FOOD  ADDITIVES 

Proposed  Addition  of  Fluoride  to  Bottled 
Water 

Elsewhere  in  this  issue  of  the  Federal 
Register,  the  Commissioner  of  Food  and 
Drugs  is  promulgating  a  standard  of 
quality  for  bottled  water.  This  standard 
sets  permissible  limits  for  fluoride  con¬ 
tent  of  bottled  water. 

Section  3.27  and  121.10  (21  CFR  3.27 
and  121.10)  permit  the  fluoridation  of 
drinking  water  and  the  use  of  such  fluo¬ 
ridated  water  in  the  manufacture  and 
processing  of  food.  Thus,  fluoridated 
water  may  properly  be  used  as  bottled 
water. 

The  Commissioner  has  concluded  that, 
for  the  same  reasons  that  fluoridation  of 
drinking  water  is  a  sound  public  health 
measure,  fluoridation  of  bottled  water 
within  the  limits  established  in  the  new 
quality  standard  should  also  be  permit¬ 
ted.  The  Commissioner  is  therefore  pro¬ 
posing  to  revise  21  CFR  121.10,  explic¬ 
itly,  to  recognize  this  practice. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402,  409,  701(a),  52  Stat.  1046 
as  amended,  72  Stat.  1785,  52  Stat.  1055: 
21  U.S.C.  342,  348,  371(a)),  and  under 
authority  delegated  to  him  (21  CFR 
2.120),  the  Commissioner  proposes  to 
amend  Part  121  by  revising  §  121.10  to 
read  as  follows: 

§  121.10  Flour  ine-containing  com¬ 
pounds  ;  statement  of  policy. 

The  Commissioner  of  Food  and  Drugs 
has  concluded  that  it  is  in  the  interest  of 
the  public  health  to  limit  the  addition  of 
fluorine  compounds  to  foods  (a)  to  that 
resulting  from  the  fluoridation  of  public 
water  supplies  as  stated  in  §  3.27  of  this 
chapter,  (b)  to  that  resulting  from  the 
fluoridation  of  bottled  water  within  the 
limitation  established  in  §  11.7(d)  of  this 
chapter,  and  (c)  to  that  authorized  by 
regulations  under  section  408  of  the  act 
(40  CFR  Part  180) .  It  is  further  conclud¬ 
ed  that  with  the  exception  of  certain  den¬ 
tifrices  which  have  been  excluded  from 
prescription-dispensing  requirements, 
preparations  containing  added  fluorine 
compounds  should  be  limited  to  sale  on 
the  prescription  of  practitioners  licensed 
by  law  to  administer  drugs  and  in  accord¬ 
ance  with  sections  503  and  505  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act. 

Interested  persons  may,  on  or  before 
January  25,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 


Dated:  November  9, 1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
[FR  Doc.73-24659  FUed  11-23-73:8:45  am] 


[  21  CFR  Part  128d] 

PROCESSING  AND  BOTTLING  OF  BOTTLED 
DRINKING  WATER 

Proposed  Current  Good  Manufacturing 
Practice  Regulations 

The  Food  and  Drug  Administration 
(FDA)  and  the  Environmental  Protec¬ 
tion  Agency  (EPA)  have  evaluated  the 
conditions  under  which  water  is  processed 
and  bottled  for  human  consumption,  as 
well  as  the  quality  of  bottled  drinking 
water.  Findings  relative  to  bottled  drink¬ 
ing  water  were  included  in  the  preamble 
to  the  proposed  quality  standards  for 
bottled  water  published  in  the  Federal 
Register  of  January  8, 1973  (38  FR  1019) , 
and  relevant  background  material  has 
been  filed  with  the  Hearing  Clerk. 

EPA  surveyed  25  bottling  establish¬ 
ments  during  1971  and  1972,  which  were 
selected  to  provide  geographic  distribu¬ 
tion.  This  number  represented  about  5 
percent  of  U.S.  firms  bottling  water.  Some 
of  the  findings  of  the  survey,  in  addition 
to  those  noted  in  the  above-referenced 
Federal  Register  notice,  are  as  follows: 

1.  Only  11  of  25  plants  collected  four 
or  more  samples  per  month  for  bacterial 
analysis.  Three  bottlers  collected  no  sam¬ 
ples  and  eight  bottlers  collected  only  one 
sample  per  month. 

2.  Of  the  25  plants  surveyed,  only  two 
were  reported  as  having  adequate  chemi¬ 
cal  analysis  of  their  water  products.  The 
rest  were  reported  as  needing  to  increase 
the  frequency  and  scope  of  chemical 
analysis. 

3.  In  many  cases,  bottling  was  not  per¬ 
formed  under  sanitary  conditions. 

4.  There  is  considerable  lack  of  uni¬ 
formity  among  state  regulations  covering 
water-bottling  plants  and  water  products. 

Based  on  the  information  obtained 
through  its  survey.  EPA  concluded  that 
bottling  plants,  should  in  many  instances 
adopt  better  quality  control  procedures 
and  effect  better  disinfection  and  sanita¬ 
tion  in  the  collection,  processing,  and 
bottling  of  water.  EPA  made  the  follow¬ 
ing  recommendations: 

1.  Uniform  regulations  for  plants 
should  be  developed,  including  minimum 
quality  control  procedures. 

2.  Bottling  plants  and  their  products 
should  be  subjected  to  regular  surveil¬ 
lance  to  assure  compliance  with  the  regu¬ 
lations. 

3.  A  minimum  standard  of  quality 
should  be  established  for  water  bottled 
and  sold  for  human  consumption. 

A  review  of  FDA  field  investigations  of 
water-bottling  plants  showed  a  need  for 
the  same  types  of  improvement  as  those 
indicated  during  the  EPA  survey.  The 
major  necessary  improvements  were  as 
follows : 

1.  Better  protection  of  the  water  source 
from  contamination. 


2.  Better  quality  control  procedures  to 
assure  the  bacteriological  and  chemical 
safety  of  the  water  used  for  bottling. 

3.  More  frequent  checks  on  the  condi¬ 
tion  of  processing  equipment  and  quality 
control  procedures  to  determine  the  effec¬ 
tiveness  of  the  various  processing  opera¬ 
tions. 

4.  Adequate  sanitization  and  protec¬ 
tion  of  containers  and  closures  prior  to 
filling  and  capping. 

5.  Better  coding  of  individual  units  of 
product  so  as  to  identify  the  date  of 
production  of  a  batch  or  segment  of  a 
continuous  production  run. 

6.  More  frequent  sampling  and  testing 
of  bottled-water  products  to  assure  com¬ 
pliance  with  applicable  standards  and 
laws. 

In  October  1972,  FDA  received  a  dis¬ 
cussion  draft  of  a  proposed  good  manu¬ 
facturing  practice  (GMP)  regulation 
from  the  American  Bottled  Water  Asso¬ 
ciation  (ABWA)  and  a  request  that  FDA 
promulgate  such  a  regulation  covering 
the  bottled  drinking  water  industry. 
This  draft,  the  bottled  drinking  water 
regulations  of  ten  States,  the  EPA  bot¬ 
tled-water  survey,  FDA  inspection  re¬ 
ports,  and  the  FDA  analytical  survey  of 
bottled-water  products  were  reviewed. 
FDA  also  reviewed  other  available  in¬ 
formation  and  made  additional  inspec¬ 
tions  of  water  bottling  plants  to  obtain 
the  most  current  information  available. 

The  ABWA  represents  a  large  portion 
of  the  bottled  drinking  water  industry. 
The  ABWA  and  the  FDA  agree  that  it  is 
essential  that  good  manufacturing  prac¬ 
tices  be  established  for  the  processing  and 
bottling  of  all  drinking  water,  as  an  ad¬ 
junct  to  the  standard  of  quality  for  bot¬ 
tled  water,  published  elsewhere  in  this 
issue  of  the  Federal  Register. 

With  respect  to  sanitation  of  product 
containers,  the  experience  of  the  U.S. 
Public  Health  Service  has  shown  that 
examination  of  single-use  containers  is 
sufficient  without  rinsing  each  before  use. 
Such  a  procedure  is  therefore  incorpo¬ 
rated  in  this  proposal.  Additional  micro¬ 
biological  examination  on  a  periodic  basis 
is  also  recommended  but  not  required. 

Perhaps  the  most  important  aspect  of 
the  proposal  deals  with  the  requirement 
of  bacteriological,  chemical,  physical, 
and  radiological  analyses.  The  following 
rules  will  apply.  First,  the  source  water 
must  be  sampled  and  analyzed  semi¬ 
annually.  Second,  the  product  water, 
after  processing  but  prior  to  packaging, 
must  be  sampled  and  analyzed  as  often 
as  necessary  to  assure  that  the  processing 
is  effective.  Third,  the  final  bottled  drink¬ 
ing  water  must  be  sampled  and  analyzed 
at  least  weekly  for  bacteriological  pur¬ 
poses  and  at  least  semi-annually  for 
chemical,  physical  and  radiological  pur¬ 
poses.  Thus  the  safety  and  sanitary 
quality  of  the  product  will  be  assured. 

On  the  basis  of  all  this  information, 
the  proposed  regulations  set  forth  below 
have  been  prepared  for  the  processing 
and  bottling  of  drinking  water,  which 
includes  all  water  processed  and  bottled 
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for  human  consumption,  including  min¬ 
eral  water. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402(a)(4),  701(a),  52  Stat. 
1046,  as  amended,  1055;  21  U.S.C. 

342(a)(4),  371(a))  and  under  authority 
delegated  to  the  Commissioner  (21  CFR 
2.120),  it  is  proposed  that  Chapter  I  of 
Title  21,  Code  of  Federal  Regulations,  be 
amended  by  adding  a  new  Part  128d,  as 
follows: 

PART  128d— PROCESSING  AND  BOT¬ 
TLING  OF  BOTTLED  DRINKING  WATER 

Sec. 

128d.l  Definitions. 

122,62  Current  good  manufacturing  prac¬ 
tice  (sanitation). 

128d.3  Plant  construction  and  design. 

128d.4  Equipment  and  utensils. 

128d.5  Sanitary  facilities  and  controls. 

128d.6  Sanitary  operations. 

128d.7  Processes  and  controls. 

Authomtt:  Secs.  402(a)(4),  701(a),  82 
Stat.  1046,  as  amended,  1055;  21  TJ.8.C. 
342(a) (4), 371(a). 

§  128d.l  Definitions. 

(a)  “Approved  source”  when  used  in 
reference  to  a  plant’s  product  water  or 
operations  water  means  that  the  source 
of  the  water  and  the  water  therefrom, 
whether  it  be  from  a  spring,  artesian 
well,  drilled  well,  municipal  water  supply, 
or  any  other  source,  shall  have  been  in¬ 
spected  and  the  water  sampled,  analyzed, 
and  found  to  be  of  a  safe  and  sanitary 
quality  in  accordance  with  the  applicable 
laws  and  regulations  of  the  government 
agency  or  agencies  having  jurisdiction. 
The  presence,  in  the  plant,  of  current 
certificates  or  notifications  of  approval 
from  the  government  agency  or  agencies 
having  jurisdiction  shall  constitute  ap¬ 
proval  of  the  source  and  the  water 
supply. 

(b)  "Bottled  drinking  water”  means 
all  water  which  is  sealed  in  bottles,  pack¬ 
ages,  or  other  containers  and  offered  for 
sale  for  human  consumption,  including 
bottled  mineral  water. 

(c)  "Lot”  means  a  collection  of  pri¬ 
mary  containers  or  unit  packages  of  the 
same  size,  type,  and  style  produced  under 
conditions  as  nearly  uniform  as  possible 
and  designated  by  a  common  container 
code  or  marking. 

(d)  “Multiservice  containers”  means 
containers  Intended  for  use  more  than 
one  time. 

(e)  "Nontoxic  materials”  means  mate¬ 
rials  for  product  water  contact  surfaces 
utilized  in  the  transporting,  processing, 
storing,  and  packaging  of  bottled  drink¬ 
ing  water,  which  are  free  of  substances 
which  may  render  the  water  injurious  to 
health  or  which  may  adversely  affect  the 
flavor,  color,  odor,  or  bacteriological 
quality  of  the  water. 

(f)  "Operations  water”  means  water 
which  is  delivered  under  pressure  to  a 
plant  for  container  washing,  hand  wash¬ 
ing,  plant  and  equipment  cleanup  and 
for  other  sanitary  purposes. 

(g)  "Primary  container”  means  the 
Immediate  container  in  which  the  prod¬ 
uct  water  is  packaged. 


(h)  "Product  water”  means  processed 
water  used  by  a  plant  for  bottled  drink¬ 
ing  water. 

(1)  "Shan  and  should.”  "Shall”  refers 
to  mandatory  requirements  and  “should” 
refers  to  recommended  or  advisory  pro¬ 
cedures  or  equipment. 

(j)  “Shipping  case”  means  a  container 
in  which  one  or  more  primary  containers 
of  the  product  are  held. 

(k)  "Single-service  container”  means 
a  container  intended  for  one  time  usage 
only. 

(l)  “Unit  package”  means  a  standard 
commercial  package  of  bottled  drinking 
water,  which  may  consist  of  one  or  more 
containers. 

§  128d.2  Current  good  manufacturing 
practice  (sanitation). 

The  applicable  criteria  in  §§  128.3 
through  128.8  of  this  chapter,  as  well  as 
the  criteria  in  §§  128d.3  through  128d.7 
shall  apply  in  determining  whether  the 
facilities,  methods,  practices,  and  con¬ 
trols  used  in  the  processing,  bottling, 
holding,  and  shipping  of  bottled  drinking 
water  are  in  conformance  with  or  are  op¬ 
erated  or  administered  in  conformity 
with  good  manufacturing  practice  to  as¬ 
sure  that  bottled  drinking  water  is  safe 
and  that  it  has  been  processed,  bottled, 
held,  and  transported  under  sanitary 
conditions. 

§  128d.3  Plant  construction  and  design. 

(a)  The  bottling  room  shall  be  sep¬ 
arated  from  other  plant  operations  or 
storage  areas  by  tight  walls,  ceilings,  and 
self-closing  doors  to  protect  against  con¬ 
tamination.  Conveyor  openings  shall  not 
exceed  the  size  required  to  permit  pas¬ 
sage  of  containers. 

(b)  If  processing  operations  are  con¬ 
ducted  in  other  than  a  sealed  system 
under  pressure,  adequate  protection 
shall  be  provided  to  preclude  contami¬ 
nation  of  the  water  and  the  system. 

(c)  Adequate  ventilation  shall  be  pro¬ 
vided  to  minimize  condensation  in  proc¬ 
essing  rooms,  bottling  rooms,  and  in 
container  washing  and  sanitizing  areas. 

(d)  The  washing  and  sanitizing  of 
containers  for  bottled  drinking  water 
shall  be  performed  in  an  enclosed  room. 
The  warfling  and  sanitizing  operation 
shall  be  positioned  within  the  room  so 
as  to  minimize  any  possible  post-sani¬ 
tizing  contamination  of  the  containers 
before  they  enter  the  bottling  room. 

(e)  Rooms  in  which  product  water  is 
handled,  processed,  or  held  or  in  which 
containers,  utensils,  or  equipment  are 
washed  or  held  shall  not  open  directly 
into  any  room  used  for  domestic  house¬ 
hold  purposes. 

§  128d.4  Equipment  and  uleru.il*. 

(a)  Suitability.  (1)  All  plant  equip¬ 
ment  and  utensils  shall  be  suitable  for 
their  intended  use.  This  includes  all  col¬ 
lection  and  storage  tanks,  piping,  fit¬ 
tings,  connections,  bottle  washers,  fillers, 
cappers,  and  other  equipment  which  may 
be  used  to  store,  handle,  process,  pack¬ 
age,  or  transport  product  water. 

(2)  All  product  water  contact  sur¬ 
faces  shall  be  constructed  of  nontoxic 


and  nonabsorbant  material  which  can 
be  adequately  cleaned  and  sanitized. 

(b)  Design.  Storage  tanks  shall  be  of 
the  type  that  can  be  closed  to  exclude 
all  foreign  matter  and  shall  be  ade¬ 
quately  vented. 

§  128(1.5  Sanitary  facilities  and  contmL. 

Each  plant  shall  provide  adequate  san¬ 
itary  facilities  including,  but  not  limited 
to,  the  following: 

(a)  Product  water  and  operations 
water — (1)  Product  water.  The  product 
water  supply  for  each  plant  shall  be 
from  an  approved  source  properly  lo¬ 
cated,  protected,  and  operated  and  shall 
be  easily  accessible,  adequate,  and  of  a 
safe,  sanitary  quality  which  shall  be  in 
conformance  at  all  times  with  the  ap¬ 
plicable  laws  and  regulations  of  the  gov¬ 
ernment  agency  or  agencies  having 
jurisdiction. 

(2)  Operations  water.  If  different 
from  the  product  water  supply,  the  op¬ 
erations  water  supply  shall  be  obtained 
from  an  approved  source  properly  lo¬ 
cated,  protected,  and  operated  and  shall 
be  easily  accessible,  adequate,  and  of  a 
safe,  sanitary  quality  which  shall  be  in 
conformance  at  all  times  with  the  ap¬ 
plicable  laws  and  regulations  of  the  gov¬ 
ernment  agency  or  agencies  having 
jurisdiction. 

(3)  Product  water  and  operations  wa¬ 
ter  from  approved  sources,  (i)  Water 
samples  shall  be  taken  from  approved 
sources  by  the  plant  as  often  as  is  nec¬ 
essary,  but  at  a  minimum  frequency  of 
twice  each  year  with  an  interval  between 
samples  of  not  less  than  5  months  nor 
more  than  7  months  to  assure  that  the 
supply  is  in  conformance  with  the  ap¬ 
plicable  standards,  laws,  and  regulations 
of  the  government  agency  or  agencies 
having  jurisdiction.  The  sampling  and 
analysis  shall  be  by  qualified  plant  per¬ 
sonnel  and  shall  be  in  addition  to  any 
sampling  performed  by  the  government 
agency  or  agencies  having  jurisdiction. 
Records  of  both  government  agency  ap¬ 
proval  of  the  water  source  and  the  sam¬ 
pling  and  analysis  performed  by  the 
plant  shall  be  maintained  on  file  at  the 
plant. 

(ii)  Test  and  sample  methods  shall  be 
those  recognized  and  approved  by  the 
government  agency  or  agencies  having 
jurisdiction  over  the  approval  of  the 
water  source,  and  shall  be  consistent  with 
the  minimum  requirements  set  forth  in 
§  11.7  of  this  chapter. 

(iii)  Analysis  of  the  samples  may  be 
performed  for  the  plant  by  competent 
commercial  laboratories. 

<b)  Air  under  pressure.  Whenever  air 
under  pressure  is  directed  at  product 
water  or  a  product  water-contact  sur¬ 
face,  it  shall  be  free  of  oil,  dust,  rust,  ex¬ 
cessive  moisture,  and  extraneous  ma¬ 
terials;  shall  not  affect  the  bacteriologi¬ 
cal  quality  of  the  water;  and  should  not 
adversely  affect  the  flavor,  color,  or  odor 
of  the  water. 

(c)  Locker  and  lunchrooms.  When  em¬ 
ployee  locker  and  lunchrooms  are  pro¬ 
vided,  they  shall  be  separate  from  plant 
operations  and  storage  areas  and  shall  be 
equipped  with  self-closing  doors.  The 
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rooms  shall  be  maintained  in  a  clean  and 
sanitary  condition  and  refuse  containers 
should  be  provided.  Packaging  or  wrap¬ 
ping  material  or  other  processing  supplies 
shall  not  be  stored  in  locker  or  lunch¬ 
rooms. 

§  128d.6  Sanitary  operations. 

(a)  The  product  water-contact  sur¬ 
faces  of  all  multiservice  containers,  uten¬ 
sils,  pipes,  and  equipment  used  in  the 
transportation,  processing,  handling,  and 
storage  of  product  water  shall  be  clean 
and  adequately  sanitized.  All  product 
water-contact  surfaces  shall  be  inspected 
by  plant  personnel  as  often  as  necessary 
to  maintain  the  sanitary  condition  of 
such  surfaces  and  to  assure  they  are  kept 
free  of  scale,  evidence  of  oxidation,  and 
other  residue.  The  presence  of  any  un¬ 
sanitary  condition,  scale,  residue,  or  oxi¬ 
dation  shall  be  immediately  remedied  by 
adequate  cleaning  and  sanitizing  of  that 
product  water-contact  surface  prior  to 
use. 

(b)  After  cleaning,  all  multiservice 
containers,  utensils,  and  disassembled 
piping  and  equipment  shall  be  trans¬ 
ported  and  stored  in  such  a  manner  as 
to  assure  drainage  and  shall  be  protected 
from  contamination. 

(c)  Single-service  containers  and  caps 
or  seals  shall  be  purchased  and  stored  in 
sanitary  closures  and  kept  clean  therein 
in  a  clean,  dry  place  until  used.  Prior  to 
use  they  shall  be  examined,  and  as  neces¬ 
sary,  washed,  rinsed,  and  sanitized  and 
shall  be  handled  in  a  sanitary  manner. 

(d)  Filling,  capping,  closing,  sealing, 
and  packaging  of  containers  shall  be  done 
in  a  sanitary  manner  so  as  to  preclude 
contamination  of  the  bottled  drinking 
water. 

§  128d.7  Processes  and  controls. 

(a)  Treatment  of  product  water.  The 
treatment  of  product  water  by  ultraviolet 
radiation  shall  be  consistent  with  the 
conditions  set  forth  in  §  121.3006  of  this 
chapter.  All  treatment  of  product  water 
by  distillation,  ion-exchanging,  filtration, 
ultraviolet  treatment,  reverse  osmosis, 
carbonation,  mineral  addition,  or  any 
other  process  shall  be  done  in  a  man¬ 
ner  so  as  to  be  effective  in  accomplishing 
its  intended  purpose.  All  such  processes 
shall  be  performed  in  and  by  equipment 
and  with  substances  which  will  not  adul¬ 
terate  the  bottled  product.  A  record  of 
the  type  and  date  of  physical  inspec¬ 
tions  of  such  equipment,  conditions 
found,  and  the  performance  and  effec¬ 
tiveness  of  such  equipment  shall  be  main¬ 
tained  by  the  plant.  Product  water  sam¬ 
ples  shall  be  taken  after  processing  and 
prior  to  bottling  by  the  plant  and  ana¬ 
lyzed  as  often  as  is  necessary  to  assure 
uniformity  and  effectiveness  of  the 
processes  performed  by  the  plant.  The 
methods  of  analysis  shall  be  those  ap¬ 
proved  by  the  government  agency  or 
agencies  having  jurisdiction. 

(b)  Containers.  (1)  Multiservice  pri¬ 
mary  containers  shall  be  adequately 
cleaned,  sanitized,  and  inspected  just 
prior  to  being  filled,  capped,  and  sealed. 
Containers  found  to  be  unsanitary  or  de¬ 
fective  by  the  inspection  shall  be  re¬ 
processed  or  discarded.  All  multiservice 


primary  containers  shall  be  washed, 
rinsed,  and  sanitized  by  mechanical 
washers  or  by  any  other  method  giving 
adequate  sanitary  results.  Mechanical 
washers  shall  be  inspected  as  often  as  is 
necessary  to  assure  adequate  perform¬ 
ance.  Records  of  physical  maintenance, 
inspections  and  conditions  found,  and 
performance  of  the  mechanical  washer 
shall  be  maintained  by  the  plant. 

(2)  Multiservice  shipping  cases  shall 
be  maintained  in  such  condition  as  to 
assure  they  will  not  contaminate  the 
primary  container  or  the  product  water. 
Adequate  dry  or  wet  cleaning  procedures 
shall  be  performed  as  often  as  necessary 
to  maintain  the  cases  in  satisfactory 
condition. 

(c)  Cleaning  and  sanitizing  solutions. 
Cleaning  and  sanitizing  solutions  utilized 
by  the  plant  shall  be  sampled  and  tested 
by  the  plant  as  often  as  is  necessary  to 
assure  adequate  performance  in  the 
cleaning  and  sanitizing  operations.  Rec¬ 
ords  of  these  tests  shall  be  maintained 
by  the  plant. 

(d)  Sanitizing  operations.  Sanitizing 
operations,  including  those  performed  by 
chemical  means  or  by  any  other  means 
such  as  circulation  of  live  steam  or  hot 
water,  shall  be  adequate  to  effect  sani¬ 
tization  of  the  intended  product  water- 
contact  surfaces  and  any  other  critical 
area.  The  plant  should  maintain  a  rec¬ 
ord  of  the  intensity  of  the  sanitizing 
agent  and  the  time  duration  that  the 
agent  was  in  contact  with  the  surface 
being  sanitized.  The  following  times  and 
intensities  shall  be  considered  a  mini¬ 
mum: 

(1)  Steam  in  enclosed  system:  At  least 
170°  F.  for  at  least  15  minutes  or  at 
least  200°  F.  for  at  least  5  minutes. 

(2)  Hot  water  in  enclosed  system:  At 
least  170°  F.  for  at  least  5  minutes. 

(3)  Chemical  sanitizers  shall  be  equiv¬ 
alent  in  bactericidal  action  to  a  2-minute 
exposure  of  50  parts  per  million  of  avail¬ 
able  chlorine  at  57°  F„  when  used  as  an 
immersion  or  circulating  solution.  Chem¬ 
ical  sanitizers  applied  as  a  spray  or  fog 
shall  have  as  a  minimum  100  parts  per 
million  of  available  chlorine  at  57°  F.  or 
its  equivalent  in  bactericidal  action. 

(e)  Unit  package  production  code. 
Each  unit  package  from  a  batch  or  seg¬ 
ment  of  a  continuous  production  run  of 
bottled  drinking  water  shall  be  identified 
by  a  production  code.  The  production 
code  shall  identify  a  particular  batch  or 
segment  of  a  continuous  production  run 
and  the  day  produced.  The  plant  shall 
record  and  maintain  information  as  to 
the  kind  of  product,  volume  produced, 
date  produced,  lot  code  used,  and  the 
distribution  of  the  finished  product  to 
wholesale  and  retail  outlets. 

(f )  Filling,  capping,  or  sealing.  During 
the  process  of  filling,  capping  or  sealing 
either  single-service  or  multiservice  con¬ 
tainers,  the  performance  of  the  filler, 
capper  or  sealer  shall  be  monitored  and 
the  filled  containers  visually  or  electroni¬ 
cally  inspected  to  assure  they  are  sound, 
properly  capped  or  sealed,  and  coded  and 
labeled.  Containers  which  are  not  satis¬ 
factory  shall  be  reprocessed  or  rejected. 
Only  nontoxic  containers  and  closures 
shall  be  used.  All  containers  and  closures 


shall  be  sampled  and  inspected  to  as¬ 
certain  that  they  are  free  from  contami¬ 
nation.  At  least  once  each  3  months,  a 
bacteriological  swab  and/or  rinse  count 
should  be  made  from  at  least  four  con¬ 
tainers  and  closures  selected  just  prior  to 
filling  and  sealing.  No  more  than  one  of 
the  four  samples  may  exceed  more  than 
one  bacteria  per  milliliter  of  capacity  or 
one  colony  per  square  centimeter  of  sur¬ 
face  area.  All  samples  shall  be  free  of 
coliform  organisms.  The  procedure  and 
apparatus  for  these  bacteriological  tests 
shall  be  in  conformance  with  those  rec¬ 
ognized  by  the  government  agency  or 
agencies  having  jurisdiction.  Tests  shall 
be  performed  either  by  qualified  plant 
personnel  or  a  competent  commercial 
laboratory. 

(g)  Compliance  procedures.  To  assure 
that  the  plant’s  production  of  bottled 
drinking  water  is  in  compliance  with  the 
applicable  standards,  laws,  and  regula¬ 
tions  of  the  government  agency  or 
agencies  having  jurisdiction,  the  plant 
shall : 

(1)  For  bacteriological  purposes,  take 
and  analyze  at  least  once  a  week  a  rep¬ 
resentative  sample  from  a  batch  or  seg¬ 
ment  of  a  continuous  production  run  for 
each  type  of  bottled  drinking  water  pro¬ 
duced  during  a  day’s  production.  The 
representative  sample  shall  consist  of 
primary  containers  of  product  or  unit 
packages  of  product. 

(2)  For  chemical,  physical,  and  radio¬ 
logical  purposes,  take  and  analyze  at 
least  semi-annually  a  representative 
sample  from  a  batch  or  segment  of  a 
continuous  production  run  for  each  type 
of  bottled  drinking  water  produced  dur¬ 
ing  a  day’s  production.  The  representa¬ 
tive  sample  shall  consist  of  primary 
containers  of  product  or  unit  packages  of 
product. 

(3)  Analyze  such  samples  by  methods 
approved  by  the  government  agency  or 
agencies  having  jurisdiction.  The  plant 
shall  maintain  records  of  date  of  sam¬ 
pling,  type  of  product  sampled,  produc¬ 
tion  code,  and  results  of  the  analysis. 

(h)  Record  retention.  All  records  re¬ 
quired  by  §§  128d.2  through  128d.7  shall 
be  maintained  at  the  plant  for  not  less 
than  2  years.  Plants  shall  also  retain,  on 
file  at  the  plant,  current  certificates  or 
notifications  of  approval  issued  by  the 
government  agency  or  agencies  approv¬ 
ing  the  plant’s  source  and  supply  of 
product  water  and  operations  water.  All 
required  documents  shall  be  available  for 
official  review  at  reasonable  times. 

Interested  persons  may,  on  or  before 
January  25.  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Room  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours, 
Monday  through  Friday. 

Dated:  November  11, 1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-24661  Filed  ll-23-73;8:45  am] 
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